1t FDA IND/NDA Training Course in Japan

June 14 - 15, 2012

Hakone Yamano Hotel | Kanagawa, Japan

The process of new drug development has become more and more global

in the past two decades, and many companies are conducting multinational
clinical studies and aiming for simultaneous submission of New Drug
Applications to Japan, US and EU. The globalization of the pharmaceutical
industry logically includes Japanese pharmaceutical companies also. In this
new situation, the necessary skills of regulatory and development staffs and
managers are expanding, meaning it is imperative to understand the Japanese
regulation and process of drug development. It is essential to understand the
regulations, processes and trends in other countries that participate in global
drug development.

FEATURES:

1. Two-day program modified from the original five-day training course in US
to meet the needs of Japanese professionals

2. Focus on regulations and processes (IND and NDA)

3. How to work productively and efficiently with FDA

4. Opportunities for deepening an understanding through discussion
5

This course will be conducted in English except for discussion and Q&A.

The trainer is Dr. Alberto Grignolo, who is one of the faculty and planners of the
original FDA IND/NDA training in US.

This training course will be fit for regulatory and clinical development people
who are intending/planning US submissions and clinical trials and so on.

<Program Agenda>

Day 1| Thursday, June 14, 2012
Time Theme

11:00-12:00 Opening Session
Overview of training course
Introduction of Trainer, Facilitators and Trainees
Overview of US drug regulation

12:00-13:00 Lunch

13:00-14:30 IND Session (1)

14:30-15:00 Coffee break

15:00-17:00 IND Session (2)

17:00-17:30 Coffee break

17:30-19:00 IND Workshop and Wrap-up of Day 1
19:00 Reception

Day 2 | Friday, June 15, 2012

Time Theme
Breakfast
8:30-10:30 NDA Session (1)
10:30-11:00 Coffee Break
11:00-12:30 NDA Session (2)
12:30-13:30 Lunch
13:30-15:00 NDA Workshop and Course Wrap-up
15:00-15:30 Closing Session
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Drug Information Association, Inc.

800 Enterprise Road, Suite 200 | Horsham, PA 19044, USA
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Unless otherwise disclosed, DIA acknowledges that the statements made by
speakers are their own opinion and not necessarily that of the organization they
represent, or that of the Drug Information Association. Speakers and agenda
are subject to change without notice. Recording of any DIA training material in
any type of media, is prohibited without prior written consent from DIA.

Regional Offices
Basel, Switzerland | Tokyo, Japan
Mumbai, India | Beijing, China




1t FDA IND/NDA Training Course in Japan

REGISTRATION FORM

You may register online at www.diahome.org or you may return this complete form by mail or by fax to DIA
Japan at the address/fax number below:

DIA Japan: Nisso 22 Bldg. 7F, 1-11-10, Azabudai, Minato-ku, Tokyo 106-0041 Japan

» tel +81.3.5575.2130 - fax +81.3.3583.1200 « email: diajapan@diajapan.org

DIA will send participants a confirmation letter within 3 to 5 business days after receipt of their registration.

On-site registration will NOT be accepted. Registration is limited. Register early.

REGISTRATION FEES: Registration fee includes one night accommodation at Hakone Yamano Hotel,
continental breakfast, two luncheons, reception and all course materials.

Member Fee ¥ 105,000 O
Join DIA now to save on future meetings and to MEMBERSHIP
enjoy the benefits of membership for a full year! ¥ 15750 O
www.diahome.org/Membership

Nonmember Fee ¥120,750 4

A one-year membership to DIA is available to those paying a NONMEMBER registration fee.
If paying a nonmember fee, please indicate if you do, or do not, want membership.

I DO want to be a DIA member Q I DO NOT want to be a DIA member Q

Discount Fees MEMBER NONMEMBER
Charitable Nonprofit/Academia ¥52,500 Q ¥68,250 A
Government ¥52,500 Q ¥68,250 O

*If paying a nonmember fee, please check one box above, indicating whether you want membership.

PAYMENT OPTIONS:

O BANK TRANSFER TO:
CITIBANK, N.A. Akasaka Branch, Prudential Plaza,
Nagatacho 2-13-10, Chiyoda-ku, Tokyo 100-0014,
Japan. Drug Information Association Ordinary Ac-
count Number: 7585284, SWIFT CODE # CITIJPJT.

O PAYMENT BY CREDIT CARD /s available online only =
www.diahome.org

Your name and company, as well as the above event I.D.
number, must be included on the transfer document to
ensure payment to your account.

All local and overseas charges incurred for the bank
transfer must be borne by payer.
Please include BANK TRANSFER REFERENCE #

Meeting ID # 12351

Session begins 11:00 on Day 1
Session concludes 15:30 on Day 2

CANCELLATION POLICY:

On or before MAY 31, 2012

Administrative fee that will be withheld
from refund amount:

. Members = ¥21,400

*  Government/Academia/
Nonprofit Members = ¥10,700

Cancellations must be in writing and
be received by the cancellation date
above. Registrants who do not cancel
by that date and do not attend will be
responsible for the full registration fee
paid. Registrants are responsible for
cancelling their own hotel and airline
reservations. You may transfer your reg-
istration to a colleague at any time but
membership is not transferable. Please
notify DIA of any such substitutions as
soon as possible. Substitute registrants
will be responsible for nonmember fee,
if applicable.

DIA reserves the right to alter the
venue, if necessary. If an event is can-
celled, DIA is not responsible for any
airfare, hotel or other costs incurred by
registrants.

TRAINING COURSE LOCATION
Hakone Yamano Hotel

80 Motohakone, Hakone-cho

Ashigara Shimo-gun, Kanagawa 250-0522

Attendees must make their own travel
reservations.

Please check the applicable category: Q Academia O Government

O Industry O CSO (Contract research/service organization) O Student (Call for registration information)

Last Name

First Name M.I.

Degrees

Qb QM. QMrs. QMs

Job Title

Company

Address (As required for postal delivery to your location)

City State Zip/Postal Country

email Required for confirmation

Phone Number Required Fax Number
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Unless otherwise disclosed, DIA acknowledges that the statements made by
speakers are their own opinion and not necessarily that of the organization they
represent, or that of the Drug Information Association. Speakers and agenda
are subject to change without notice. Recording of any DIA training material in
any type of media, is prohibited without prior written consent from DIA.
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Mumbai, India | Beijing, China
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